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531(3T) : -3TP7TO 3TR 3TOm W tWT, 1945 +fcTM4 fwtf =FT 

w&t, ftnfafafaafc m\wt wrat 1940 ( 194023 ) 12 4r ^33 

4>lc^ 3^1 *71713# ^ ## 'TT*# ' 3 # 

^h^kI ^F> Rn( d^K^iDiiRicI 5 )^ TDHeRT #, TPfff^FT Pt><4r«iKii i? $?k <# ^ictl i? f#> "97 

crriter z* wm ^nftraf fsrctf ^ aTf^^rx mrfm <# ^I ^prai «*# ^ t, fetor ■fcr 

3T^I TWlfcl ^ WTT^feraR ^TtniT; 

weh ^t ^ ^ H, 3 ^^k^ 3 [w T&um, ^,-^f 10011 ^ 

^fT >h4) , 1 ; 

^ fefr it <het irr^Tttoraf ^w ftftfoe srafa^ tflcpfartf ^rt3 wzit 

*wMi, gra wk tsf^t *n\nn; 

to** ftom 

i.(i) «fNf^ 3 ^:imr^rC .^fe) Ife 2006 ti 

(2) # XtWH 4* Sffim TOISFT cTRf^r ^ #f I 

Z 3^f^7 W*FT wnit fro, 1945 (W ^ WEriRf ^tT tWT ^T?T tt^TT t) ^‘ r 

(0 fro i22-^r^^#m (i) $wrs (s) 122 -^^^ fnHfcHto w*z 

'mw, 3^ :- 

" (^) HTf^Hl^l it 3lft^?r f ^RTeT ^ W t ^FT4 ^TlfWf sfk 

w tr* 

(ii) fWT 122-^^'5 t T“^r5R (i) ^ 3TT^ f 

4 * r4l fi HT^ f«RT ^ ' ^t ? l^lg Tf ^t Wfo’' WZ 3T?T:^Tfal ; 

(iii) fwr 122--® ^f, “K^f ^ 1^ ^of W ^T ^ ^ 371# f 

^TffepTTcT c Kl fVl4»l3jT ^?T #SmH° ?T^ 3R#:F7TpTcr fER ; 
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XII n ^ ^ ftHfclftgd ^T”% 3RT:FTlfo(T faRJT 3T*lfc( :- 

‘ ‘ (6) ^nf^rrar ^ Wtfh .-^nfaira m ^ ^ifisif ^ ^wffir 3^n t^itwcr 1^ ^ 

3ffw ^ifa swPrT ^ wffi\ f^rr *frar ii ^mr ^ 

SFffTR #TM T^a^t 1 afo T^3TT^ 2 SfinSfl, T^W*fl, Rc^T afrt -3TOT ^ f^fTT 

; 3Tf*rcTG T3d ^1 ^ ^ITpftl ftlf^RTeT w ftfcTC ^9 ^ WRM96 foft'tffelte ft* RSTftcT faftT 

^TftftT! -nfed A>1fttol ft*HI (^^34), 3^ ^iRt ^ ii^ 

ftvi ft *pfcR ^ ^ik ftft ^ ^rrt^iti" 
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MINISTRY OF HEALTH AND FAMILY WELFARE 
(Department of Health) 

NOTIFICATION 

New Delhi, the 4th September, 2006 

G.S.R. 531(E). —The following draft of certain rules further to amend the Drugs’ and Cosmetics Rules, 1945, which 
the Central Government proposes to make, after consultation with the Drugs Technical Advisory Board, in exercise of 
me powers conferred by Section 12 and Section 33 of the Drugs and Cosmetics Act, 1940 (23 of 1940), is hereby 
published as required by the said sections of the said Act, for the information of all persons likely to be affected 
thereby, and the notice is hereby given that the said draft rules will be taken into consideration after the expiry of a 
period of forty-five days from the date on which the copies of the Official Gazette in which this notification is published, 
are made available to the public; 

Objections or suggestions, if any, may be addressed to the Secretary, Ministry of Health and Family Welfare, 
Government of India, Nirman Bhavan, New Delhi -110011; 

Any objection or suggestion which may be received from any person with respect to the said draft rules, before 
the expiry of the period as specified above, will be taken into consideration hv the. Central Government 
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(!) These rules may be called the Druga and Cumiicucs (.Amendment) Kuies, 2uuo. 

(2) They shall come into force on the date of their final publication in the Official Gazette. 

In the Drugs and Cosmetics Rules, 1945, (hereinafter referred to as the said rules), 

(i) in rule 122-EA, in sub-rule (i) after the clause (m) before rule 122F, the following clause shall be inserted, 
namely: 

“(n) Umbilical Cord Blood means the blood collected from umbilical cord and is a blood that remains in 
umbilical cord and placenta at time of birth.” 

(ii) in rule 122-F, sub-rule (i) after the words “processing of human blood for components”, wherever occurring, 
the words “/ preparation of Umbilical Cord Blood Stem Cells.” shall be inserted; 

(iii) in Rule 122-G, after the words ‘processing of Whole Human Blood for components’ wherever occurring, 

the words “or processing of Umbilical Cord Blood Stem Cells” shall be inserted; ’ 

(iv) in Schedule F, Part XII B, in sub-Part IH, under the heading “E. Categories of Blood Components” after 
sub-para (5) before Part XIIC, the following sub-paragraph shall be inserted, namely: 

“(6) Umbilical Cord Blood Preparation.- Umbilical Cord Blood Stem Cells are collected from the placental 
and / or umbilical vessels after the umbilical cord is clamped and / or sectioned. The criteria of the donor 
evaluation and the selection shall be as per that of blood donor selection. The umbilical cord blood shall 
be tested for freedom from HIV 1 and HIV 2 antibodies, HBsAg, HCV, Malaria and Syphilis. The umbilical 
cord blood collected shall be stored at minus 196 degree centigrade continuously. The final product shall 
be tested for nucleated cell count (CD 34), cell viability freedom from infectious diseases and HLA 
matching before issue.” 

[F. No. X.11014/6/2005-DMS&PFAJ 
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